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DETAILED ACTION 

Priority 

Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which 
papers have been placed of record in the file. 

Information Disclosure Statement 

The information disclosure statement (IDS) submitted on June 7, 2006 is in 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statement is being considered by the examiner. 

Claim Objections 

Claims 1-6 are objected to because of the following informalities: 
With respect to claims 1-6, claim language recites "the, or each, reservoir" or 
"the, or each, hole or opening". Examiner suggests the claim language be rephrased to 
"the at least one hole or opening" or "the at least one reservoir" for clarification 
purposes. 

Appropriate correction is required. 



Specification 
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The specification is objected to as failing to provide proper antecedent basis for 
the claimed subject matter. See 37 CFR 1 .75(d)(1 ) and MPEP § 608.01 (o). Correction 
of the following is required: 

The specification does not appear to adequately support utilizing a pore-forming 
excipient. Examiner notes the term implies the excipient forms pores, which is not 
described in the specification. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 14 and 15 rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

The term "pore-forming excipient" implies that the excipient forms pores. 
However the specification does not appear to support this. Examiner notes that in 
Example 3 of applicant's specification, applicant includes a pore-forming excipient. 
However examiner further notes that the pores are already pre-made via the General 
Method of Manufacture for Examples 1-4 and this method discloses forming the pores 
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either by using projections that create the pores or by bore drilling. Therefore, the 
concept of utilizing a excipient for forms pores is considered to be non-enabling. 
Claim 15 is considered to be non-enabling due to its dependency. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 4, 7, 9-11 and 14-16 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

With respect to claim 4, it is unclear what applicant means by the hole(s) or 
opening(s) is joined with an adjacent hole or opening to give a continuous opening in 
the form of a slit. As understood, a slit is one narrow hole. Therefore it is unclear as to 
how two holes create one continuous slit. Please clarify. Since the scope of the claim 
is so unclear, the claim will not be treated on the merits. 

With respect to claim 7, claim language recites "the, or each, hole extends 
substantially radially, inwardly, outwardly, through the sheath". Since the sheath has 
holes in them, it is unclear what applicant means by the holes extending radially, 
inwardly, outwardly, through the sheath. Please clarify. 

Claim 9 recites the limitation "said holes". There is insufficient antecedent basis 
for this limitation in the claim. Examiner notes that claim 2 recites "one or more holes or 
openings". 
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With respect to claim 10, it is unclear what applicant means by "a right circular 
cylinder". Please clarify. 

With respect to claim 1 1 , it is unclear if applicant means there are additional 
holes or slits provided in the sheath, or if applicant means the holes in claim 9 are 
provided through the sheath. Please clarify. If applicant means the holes are the same 
as that in claim 9, examiner notes that there is a lack of antecedent basis for the term 
"slits" in claim 1 1 . 

With respect to claim 14, it is unclear what applicant means by the term "pore- 
forming excipient". Does applicant mean the excipient forms pores? If so, it is unclear 
how this is performed. Please clarify. For examination purposes, claim language will 
be interpreted as a regular excipient. 

With respect to claim 16, it is unclear if applicant means the sheath comprises an 
additional pharmacologically active agent or if it is the same pharmacologically active 
agent as recited in claim 1 . Please clarify. If they are different, claim language needs 
to better differentiate the two agents. Proper antecedent basis is needed if they are the 
same. 

Claim 15 is indefinite due to its dependency. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-3, 6-8, 13, 17 and 18 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Graham et al. (US 4,973,304). 

With respect to claims 1,17 and 18, Graham et al. discloses in Fig. 3, an 
intravaginal drug delivery device for administration into a vaginal environment, and a 
method of making the device, the device comprising at least one reservoir (hydrogel - 
15), the at least one reservoir containing at least one pharmacologically active agent or 
a prodrug thereof (contraceptive) dispersed in a carrier system, and a sheath (tube -11) 
discontinuously surrounding the at least one reservoir, so that, in use, at least part of 
the at least one reservoir is directly exposed to the vaginal environment (col. 6, lines 38- 
61; claim 1). 

With respect to claims 2, 3 and 6, Graham et al. discloses in Fig. 3 the sheath 
has at least one hole (port -13) that extends through the sheath to the at least one 
reservoir so that at least part of the at least one reservoir is exposed to the vaginal 
environment and the hole(s) extends to the surface of the at least one reservoir, thereby 
extending through the sheath substantially normal to the reservoir surface. 

With respect to claim 7, Graham et al. discloses in Fig. 3 the device is 
substantially circular in transverse cross-section and the hole(s) extends substantially 
radially, inwardly, outwardly, through the sheath. 

With respect to claim 8, Graham et al. discloses in Fig. 3, the device having 
between one to thirty holes that are along the outer and inner circumference of the 
device. 
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With respect to claim 13, Graham et al. discloses the device being has a toroid 
shape (col. 6, line 38). 

Claims 1, 2, 9 and 10 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Drury (US 6,264,972) 

With respect to claims 1, Drury discloses in Fig. 2, an intravaginal drug delivery 
device for administration into a vaginal environment, the device comprising at least one 
reservoir (14), the at least one reservoir containing at least one pharmacologically active 
agent or a prodrug thereof (col. 5, lines 28-58) dispersed in a carrier system, and a 
sheath (12) discontinuously surrounding the at least one reservoir so that, in use, at 
least part of the at least one reservoir is directly exposed to the vaginal environment. 

With respect to claim 2, Drury discloses in Fig. 2 the sheath has at least one hole 
that extends through the sheath to the at least one reservoir so that at least part of the 
at least one reservoir is exposed to the vaginal environment. 

With respect to claims 9 and 10, Drury discloses in Fig. 2, the drug delivery 
device defines a circular cylinder and the holes are provided at each terminal end of the 
rod, and each base of the rod is partly or fully exposed to define the holes. 

Claims 1-3 and 14 are rejected under 35 U.S.C. 102(b) as being anticipated 
Waterbury(US 3,521,637). 

With respect to claim 1, Waterbury discloses in Fig. 2, an intravaginal drug 
delivery device for administration into a vaginal environment, the device comprising at 
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least one reservoir (5), the at least one reservoir containing at least one 
pharmacologically active agent or a prodrug thereof dispersed in a carrier system, and a 
sheath (3) discontinuously surrounding the at least one reservoir so that, in use, at least 
part of the at least one reservoir is directly exposed to the vaginal environment (col. 3, 
lines 26-72). 

With respect to claims 2 and 3, Waterbury discloses in Fig. 2, the sheath has at 
least one hole (17) that extends through the sheath to the at least one reservoir so that 
at least part of the at least one reservoir is exposed to the vaginal environment, and the 
at least one hole extends to the surface of the at least one reservoir and/or extends 
partially into the at least one reservoir. 

With respect to claim 14, Waterbury discloses the inclusion of excipients in the 
reservoir (col. 5, line 63 - col. 6, line 11). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Graham 

etal. 

With respect to claim 5, Graham et al. addresses all the limitations of claims 1 
and 2, however fails to expressly disclose the hole(s) having the claimed shape and 



Application/Control Number: 10/564,031 Page 9 

Art Unit: 1615 

diameter. However, Graham et al. does disclose the number and size of the hole(s) 
affect the rate of release of the active agent (col. 4, lines 1 7-25). It would have been 
obvious to one of ordinary skill to modify the shape and size of the hole(s) in order to 
attain the desired release rate of the active agent. Further, it has been held that where 
the general conditions of a claim are disclosed in the prior art, discovering the optimum 
or working ranges involves only routine skill in the art. In re Aller, 105 USPQ 233. 

Claims 11 and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Drury in view of Graham et al. 

With respect to claims 1 1 and 12, Drury addresses all the limitations of claims 1 , 
2 and 9, however fails to expressly disclose the inclusion of additional holes or slits that 
radiates through the sheath. Graham et al. discloses a drug delivery device having 
holes on the ends and holes that radiate through the sheath (Fig. 1 ; col. 6, lines 65-57). 
It would have been obvious to one of ordinary skill in the art to modify the drug delivery 
device of Drury to include holes that radiate through the sheath in order to modify the 
release rate of the drug (col. 4, lines 17-25). 

Claims 14 and 15 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Drury in view of Waterbury. 

With respect to claims 14 and 15, Drury addresses all the limitations of claim 1, 
however fails to expressly disclose the inclusion of an excipient. Waterbury discloses a 
drug delivery device that includes an excipient (stabilizer) in the reservoir (col. 5, line 63 
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- col. 6, line 2). It would have been obvious to one of ordinary skill to modify the drug 
delivery device to include excipients and to modify the type of excipient used in order to 
stabilize the desired active agent. 

Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Waterbury. 

With respect to claim 15, Waterbury addresses all the limitations of claims 1 and 
14, however fails to expressly disclose the type of excipient used. However, it would 
have been obvious to one of ordinary skill in the art to modify the type of excipient in 
order to stabilize the active agent (col. 6, lines 4-1 1 ). Further, it has been held to be 
within the general skill of a worker in the art to select a known material on the basis of 
its suitability for the intended use as a matter of obvious design choice. In re Leshin, 
125 USPQ416. 

Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Waterbury in view of Fuchs et al. (US 4,136,1 62). 

With respect to claim 16, Waterbury addresses all the limitations of claim 1, 
however fails to expressly disclose the sheath containing additional active agent. Fuchs 
et al. discloses a perforated film that contains an active agent, wherein the film is used 
to coat an intravaginal device (functionally equivalent to a sheath) (col. 4, lines 27-58). 
It would have been obvious to one of ordinary skill in the art to incorporate another 
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active agent into the sheath in order to provide a drug delivery device that delivers two 
active agents. 

Telephone/Fax Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Suezu Ellis whose telephone number is (571) 272-2868. 
The examiner can normally be reached on 8:30am-5pm (Monday-Friday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sharon Kennedy can be reached on (571) 272-4948. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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